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§872.6770 Cartridge syringe.

(a) Identification. A cartridge syringe
is a device intended to inject anes-
thetic agents subcutaneously or
intramuscularly. The device consists of
a metal syringe body into which a dis-
posable, previously filled, glass carpule
(a cylindrical cartridge) containing an-
esthetic is placed. After attaching a
needle to the syringe body and acti-
vating the carpule by partially insert-
ing the plunger on the syringe, the de-
vice is used to administer an injection
to the patient.

(b) Classification. Class II.

§872.6855 Manual toothbrush.

(a) Identification. A manual tooth-
brush is a device composed of a shaft
with either natural or synthetic bris-
tles at one end intended to remove ad-
herent plaque and food debris from the
teeth to reduce tooth decay.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §872.9. If
the device is not labeled or otherwise
represented as sterile, it is exempt
from the current good manufacturing
practice requirements of the quality
system regulation in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[62 FR 30097, Aug. 12, 1987, as amended at 54
FR 13831, Apr. 5, 1989; 66 FR 383800, July 25,
2001]

§872.6865 Powered toothbrush.

(a) Identification. A powered tooth-
brush is an AC-powered or battery-pow-
ered device that consists of a handle
containing a motor that provides me-
chanical movement to a brush intended
to be applied to the teeth. The device is
intended to remove adherent plaque
and food debris from the teeth to re-
duce tooth decay.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in

§872.6880

subpart E of part 807 of this chapter
subject to the limitations in §872.9.

[656 FR 48440, Nov. 20, 1990, as amended at 59
FR 63009, Dec. 7, 1994; 66 FR 38800, July 25,
2001]

§872.6870 Disposable fluoride tray.

(a) Identification. A disposable fluo-
ride tray is a device made of styrofoam
intended to apply fluoride topically to
the teeth. To use the tray, the patient
bites down on the tray which has been
filled with a fluoride solution.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §872.9. If
the device is not labeled or otherwise
represented as sterile, it is exempt
from the current good manufacturing
practice requirements of the quality
system regulation in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13831, Apr. 5, 1989; 66 FR 38800, July 25,
2001]

§872.6880 Preformed impression tray.

(a) Identification. A preformed im-
pression tray is a metal or plastic de-
vice intended to hold impression mate-
rial, such as alginate, to make an im-
pression of a patient’s teeth or alveolar
process (bony tooth sockets) to repro-
duce the structure of a patient’s teeth
and gums.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §872.9. If
the device is not labeled or otherwise
represented as sterile, it is exempt
from the current good manufacturing
practice requirements of the quality
system regulation in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[62 FR 30097, Aug. 12, 1987, as amended at 54
FR 13832, Apr. 5, 1989; 66 FR 38800, July 25,
2001]
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